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DETAILED ACTION 



Status of Claims 



1. 



Claims 8, 10, and 1 1 are pending in this application. 



2. 



Claims 8, 1 0, and 1 1 are examined. 



Specification 



3. The disclosure is objected to because of the following informalities: the Brief 
Description of the Drawings does not include a description of Figure 35 (see pages 5-1 1 
of the specification). 

Appropriate correction is required. New matter must be avoided. 



4. The rejection of claims 8, 10, and 11 under 35 U.S.C. 112, first paragraph, 
regarding scope of enablement, is withdrawn in view of Applicant's amendments to 
claims 8 and 11. 

5. The rejection of claims 8, 10, and 11 under 35 U.S.C. 112, first paragraph, 
regarding written description, is withdrawn in view of Applicant's amendments to claims 
8 and 1 1 . 



Claim Rejections - 35 USC §112 
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Claim Rejections - 35 USC § 103 

6. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

7. Applicant's arguments, see pages 5-7, filed 1 2/1 0/09, with respect to the 
rejection(s) of claim(s) 8, 10, and 11 under 35 U.S.C. 103(a) have been fully considered 
and are persuasive. Therefore, the rejection has been withdrawn. However, upon 
further consideration, a new ground(s) of rejection is made in view of Crapo et al (WO 
02/060383), Brurok et al (Biochem. Biophys. Res. Comm., 254:768-772, 1999), and 
Towart et al (WO 97/049390) as delineated below. 

8. Claims 8, 10, and 11 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Crapo et al (WO 02/060383, cited by Applicants) in view of 
Brurok et al (Biochem. Biophys. Res. Comm., 254:768-772, 1999) and Towart et al 
(WO 97/049390, cited by Applicants). 

The claimed invention is drawn to a method for increasing the cytostatic or 
cytotoxic effects on tumor cells, and decreasing the cytotoxic effect on normal 
leucocytes of an anticancer medicinal product comprising one or more platinum 
derivative selected among platinum derivatives, wherein said method comprises 
administering to a patient treated with said anticancer medicinal product, an antitumoral 
and leukocyte-protecting amount of mangafodipir and wherein said platinum derivative 
is cisplatin or oxaliplatin (see claim 8). The amount of mangafodipir administered to 
said patient is from 1 to 100 mg/kg/day (claim 10). Also claimed is a composition 
comprising mangafodipir and cisplatin or oxaliplatin (claim 11). 
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Crapo et al teach a method of preventing or treating cancer using mimetics of 
superoxide dismutase (SOD) as the active agent or as a chemo- and/or radio protectant 
(abstract and page 7). Crapo et al teach various manganese-containing SOD mimetics 
which may be used as the SOD mimetic, including porphines and tetrapyrroles; 
manganese derivatives are preferred (pages 7 and 8). The compounds can be used in 
combination with other chemotherapeutic agents, such as bleomycin, cisplatin, 
adriamycin, and camptothicen; when used in combination therapy, the compounds can 
increase the anti-tumor effect of chemotherapy as well as prevent toxicity, in whole or in 
part, resulting from free radicals produced by agents such as bleomycin, cisplatin, and 
adriamycin (pages 8-9). Normal tissues which can be protected include leucocytes 
(page 9). 

While Crapo et al teach the use of manganese-containing SOD mimetics, Crapo 
et al do not specifically teach that the manganese-containing SOD mimetic is 
mangafodipir (MnDPDP). 

Brurok et al teach that MnDPDP possesses SOD mimetic activities (e.g., see 
abstract and page 768), as evidenced by reduced spin adduct formation with 
EST/DMPO, and by maintained urate production (pages 770-771). 

Towart et al teach that dipyridoxyl based chelating agents, particularly 
manganese containing compounds are particularly effective in reducing the toxicity of 
anti-tumor agents (pages 2 and 3); MnDPDP is more particularly preferred (page 7). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to substitute MnDPDP (mangafodipir) for one of the 
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manganese-containing SOD mimetics in the methods of Crapo et al; thus arriving at the 
claimed invention. One skilled in the art would be motivated to do so, with a reasonable 
expectation of success, because mangafodipir is also known to possess SOD-mimetic 
activity, as taught by Brurok et al, and has also been previously used to reduce the 
toxicity of an antitumor agent, as taught by Towart et al. Therefore, since mangafodipir 
is another manganese-containing SOD mimetic known to possess chemoprotective 
activity, it would be within the purview of the skilled artisan to substitute a compound of 
similar structure and activity (i.e., mangafodipir) for the compound of Crapo et al, with a 
reasonable expectation of success. 



Conclusion 

No claims are allowed at this time. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BARBARA FRAZIER whose telephone number is 
(571)270-3496. The examiner can normally be reached on Monday-Thursday 9am-4pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila Landau can be reached on (571)272-0614. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

BSF 

/Ashwin Mehta/ 

Primary Examiner, Technology Center 1600 



